
Coeur, Inc.
Front Load Adapter for CT Injector

510(k) Summary

1. Submitter: Name: Coeu'r, In1c.
Address: 100 Physicians Way, Suite 200

Lebanon, TN 37090
Owner/ Operator Aumnber 9038672

Phone: (615) 54 7-792Z5 (Co porate Oh he)
Fax: (6 15) 59 7- 793 7 (Corpora te Fax)~
Contact: Debra TL Mannng, Directoi; R)& A
Date: November 22, 2013

2. Device: Trade/ Proprietary Name: Front Load Adapter for CT Injector for use
with Coeur Front Load Syringe

Commnon/Usual Name: Adapters for Power Injectors
Classification Namne: Accessory, Injector and Syringe,

Angiographic

3. Legally Marketed Devices to which Substantial Equivalence is clalinec

Coeur, Inc. Adapters/ Pressu re jackets for CT and/or Angiographic Power
Injectors (K070798) - Coeur

Medrad Envision CT Injector System, Medrad, K993728

Optivantage DH Injector Systemn with Enhanced Communication
(K063503)- Mallickrodt Inc., Liebel-Flarsheimn

4. Device Description: The proposed deviceis aFrotLoad Adapter/or Liebel-
Flarishieim Opltii'anitageDH bjectoi; us delned by 21 01W870. 165'0, an
angiographic injector and syinge isa device that consists of a syrinlge and a hi-h -
pressure injector whichi is used to ftyect contrast inedia into the heart, great vessels,
anidcoronadry arteries to study thieheat an~d vessvels byx-rayphiotographiy. Thie
Cocur -adaipltris.a uniit desvned to installocuubl egally miarketed power injtctors to
enable use o±'the Coeur syringe with suchi i jectors. It inc/tides a component that
afixes to Ike nun of/he power ii dec/or to adapt it to fit the plunger ot'the Coeur
syrilwe.

5. Intended Use of Device: For use in adapting Liebel-Flarsheimi Optivantage DH
Injectors for use with Coeur Front Load Syringes
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6. Summary of Technological Characteristics As Compared to Predicate Devices: The
intended use, the method of use, and the materials of the proposed device are the
same as those identified for the legally-marketed predicate Coeuar devices as
appropriate to the injector. Like the legally- marketed predicate injectors, the
proposed device allows for the intended use (injecting contrast media, saline, or
other diagnostic fluids into patients) and is made with materials appropriate for its
function. The proposed devices position the Coeur Front Load Syringe in front of the
rain for use with the injector. Any differences in syringe placement are not
significant as the ram is advanced to move the plunger to the full forward position
for filling, enabling use with and like the predicate device.

If Substantial Equivalence was based oil an Assessment of Performance Data, the following
information is also provided:

I. Nonclinical Tests Submittedct Verification of funictional pertbruiance was achieved
which included that the adapter can be propper/v installed, the syringe will properly
load into the adapter, and that die syringe, wii th de adapter, can be filled and used
to inject contrast, sal-iine, or other diagnostic fluid; into the patient wvithout affecting
the function of the power injetors.

Sach; testing was conductedtr the design ibr use- on die Liebel-Flarsheini
Opti vantage DH JInectors. Thze installation, flit loading, and the injection were all
successfully con pleted V7ieeqipmnenitpertbrmied as intended

2. Clinical Tests Submitted. NA

3. Conclusions Drawn from Nonclinical and Clinical Tests Submitted: Thze
conclusions drawn fromi [lie nonclinical tests demionstrate that the device is as salk
and as e&ctive as the legally mnarketed predicate de vices identified

5-4



DFPARTM ENT OF I IRA Lii & I LAIAN SERVICES IPubliic leaNi, Servce

Food and iDruc Admn,tii.4 I tI')003 Ne" I iarpsh ii c . vnue

I ounn or' ei~ \6,CSil Springa. Nil) 20N9q30002

April 30, 2014

Coeur. I tc.
Ms. Debra Manning
Director. Qua Iliy & Regulatory Affairs
lO0 Phyvsicianls Way. Suite 200
Lebanon, TN 37090

Re: K I133600
Tirade/Device Name: Frontload Adapter for CT Injector
Regulation N umber: 21I CF R 870.1650
Regulation N amei : Injector and Syringe. Agiographic
Regulatory Class: Class 11
Product Code: DXT
Dated: A prilI 10. 20 14
Received: April 11. 2014

Dearilvs. Manning:

We have reviewed Your Section 5 10(k) premarket notification ol'intent to market the device
re ferenced above and have determined the device is substantially equiivalent (for the indications
f'or use stated in the enclosure) Io Ilega lly marketed predicate devices marketed in interstue
commerce prior in May 28. 1976. the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance w\ith the provisions of the Federal Food. Drug.
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMIA).
You na\y. theref'ore. market the device, Subject to the general controlIs provisions of'the Act. The
g eneralI c onritol s provisionis oft ic Act includite reqi remients for anni ualI registration, l istiniig of
devices. tcood man31tifactUrin rgPractice, label inrg, and prohibitions against mnisbrandina and

adu lierat ion. P lease note: (:1)RI- dioes riot c val i atc in formnati on related to contract li abi lit%
warranities. We iriind y'o . h Owve\'er. that device l abelIinrg miiust bie truthfl arid riot mnis lead inrg.

If your device is classif-ied (see above) into either class 11 (Special Controls) or class Ill (P'MA).
it may be Stibject to add itionalI coriti-ols. Exist inua major -cegulations a ffectinga your device canl be
founrd iii the C ode of F edia I Regulations. Ti tlc 2 I1. Parts 80() to 898. In add it ion, FDA mnay
pub51 li lurither an nounpcemnits oiicern itig aVO Lr device in the Federal Register.

Please lie advised that FD.A's issuance of a Substantial equivalence deteriiination does not mean
that F DA has made a deteriimination that your device complies with otlier requiiremenits of the Act
or any Federal statutes and regtulations admoinistered by other Federal agencies. You must coniplyN
with Al the Act's requirements. inieludinig. but not1 limiited to: registration mid listing (2 1 CFR
Part 807): labeling (2 1 CFR Part 80 1): medical devicc reportinig (reporting ofimedical device-
related adverse events) (2 1 CF:R 803): good nianu~icturimig practice requirements as set forth in
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the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product
radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CER Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7 100 or at its Internet address
http://www.fda.igov/MedicalDevices/ResourcesforYou/lndustrv/default.htmn. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Pant 803). please go to
http:Hw/v.fda.(,Yov/Medica] Devices/Safetv,/Ret~ortaProbleiifdefault.litm for the CORJ-Is Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Smnall Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638 2041 or (301) 796-7100 or at its Internet address
httr,://www. fda.uov/M edica iDev ices/ResourcesforYou/lnduistrv/defatult.hmrn.

Sincerely yours,

Brain D;Zuckermnan -S
Brain D. Zuckermian, MD
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



Indications for Use

510(k) Number (if known):

Device Name: Front Load Adapter for CT Injector

Indications For Use:

For use in adapting Liebel-Elarsheim Optivantage DH Injectors for use with

Coeur Front load Syringes

Prescription Use ~1AND/OR. Over-The-Counter Use
(Fart 21 CFR 8O1 Subpart D) (21 CFR801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER
PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Brain D. Zuckermazn -S
2014.04.30 06:41:48;--04'00'
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